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DETAILED ACTION 

Applicant filed a response to the Office Action of August 9, 2005, on November 
14, 2005. Claims 1, 8, 76, 83 are amended. Claims 2-4,11, 77-79, 86 are cancelled. 
Claims 1, 5-10, 12, 13, 76, 80-85, 87-88, 137-139 are under consideration. 

Information Disclosure Statement 

Applicant filed an Information Disclosure Statement (IDS) on November 14, 
2005. The Examiner has considered the references cited in the IDS. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 5-10, 12, 13, 76, 80-85, 87, 88, 137, 138 remain rejected under 35 
U.S.C. 1 12, first paragraph, because the specification, while being enabling for 

a method of improving or enhancing growth in an offspring from a female pig or 
rat comprising 

electroporating an effective amount of a vector into muscle cells by direct 
injection of the female pig or rat prior to or during gestation of the offspring, wherein the 
vector is comprised of a nucleic acid sequence encoding SEQ ID NO. 1 or SEQ ID NO. 
8, wherein the nucleic acid sequence is operably linked to a hGH3' untranslated region 
and a eukaryotic promoter, wherein said nucleic acid sequence is expressed in the 
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female and wherein the expression of said nucleotide sequence results in improved or 
enhanced growth or rate of growth of the offspring, and wherein the vector is a plasmid, 
does not reasonably provide enablement for 

a method of improving or enhancing growth in an offspring from any female 
mammal comprising 

electroporating an effective amount of a vector into muscle cells of the female 
mammal prior to or during gestation of the offspring, wherein the vector is capable of 
expressing any growth hormone releasing hormone or analog thereof in the female 
mammal during gestation and wherein the vector comprises a promoter, a nucleotide 
sequence capable of expressing the GHRH or analog thereof and a 3' untranslated 
region, under the conditions that promote expression of the nucleotide sequence and 
wherein the introducing and expression of the nucleotide sequence results in improved 
or enhanced growth in said offspring, and wherein the vector is a plasmid. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the invention commensurate in 
scope with these claims for reasons of record February 25, 2005, August 5, 2005, and 
August 9, 2005. 

Applicant's arguments filed November 14, 2005 have been fully considered and 
they are persuasive in part . 

Before the Examiner responds to the Applicant's response of November 14, 
2005, it should be pointed out that the scope of enablement has been amended to 
include that a eukaryotic promoter could be used in the claimed invention. No 
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enablement rejection has been applied to the scope of "promoter"; "eukaryotic 
promoter" had been added to clarify the scope of the claimed invention. 

Applicant has overcome the Examiner's rejection regarding the scope of route of 
vector administration (Applicant's response, page 17, point a; pages 27-28). Applicant 
has amended the claims such that the route of vector delivery is via "electroporation." 

Regarding the issue of the claimed invention encompassing any "growth 
hormone releasing hormone or analog thereof," (Applicant's response, pages 17-23, 
point b), the Examiner does not find the Applicant's argument persuasive. The 
Applicant indicates that "growth hormone," "growth hormone releasing hormone," and 
"growth hormone releasing hormone analog," are common meanings of the terms and 
that an artisan of ordinary skill in the art would have understood that thee is an 
abundance of guidance on both synthetic and naturally occurring GHRH and GHRH 
analogs, as evidenced in paragraph 1 1 of the specification (Applicant's response, page 
18). Applicant indicates that an artisan of ordinary skill would not have isolated 
paragraph 51 ("The term, 'growth hormone releasing hormone' as used herein is 
defined as a hormone which facilitates or stimulates release of growth hormone.") and 
read it in a vacuum without consideration of the immediate previous paragraphs or out 
of context with the entire rest of the specification (Applicant's response, page 20). The 
Examiner disagrees with the Applicant's assertion because "growth hormone releasing 
hormone" has not been defined exclusively as to be a name for one particular protein; 
rather, the phrase has been written broadly to encompass any hormone which facilitates 
or stimulates release of growth hormone. In addition to this, the art, e.g. Anderson et 
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al., 2004, previously provided, supports the specification's definition by indicating that 
ghrelin stimulates secretion. As such, in light of the fact that the specification, with 
support from the art, an artisan would have broadly interpreted the claim to encompass 
ghrelin and ghrelin's analogs. 

With regard to the issue of whether an artisan was enabled to practice the 
claimed invention for gherlin and grehlin's analogs, the Applicant indicates that support 
was provided for practicing the claimed invention for ghrelin and indicates paragraph 
171 of the specification (Applicant's response, page 21). Paragraph 171 teaches that 
ghrelin is a ligand that works through the growth hormone secretagogue receptor (GHS- 
R). Paragraph 172 teaches that a GHS-R ligand is given orally (such as by adding to 
the feed or drinking water) which would amplify the effects of GHRH on causing release 
of GH from the pituitary gland. In this embodiment the GHRH nucleic acid delivery of 
the present invention would get an added enhancement (Applicant's emphasis). In 
response, the Examiner does not find the argument persuasive because context that 
"ghrelin" was being used was that in claim 1, it is readable as a member of a "growth 
hormone releasing hormone" and that it was a growth hormone releasing hormone that 
could be electroporated into a female rat or pig and be used to improve or enhance 
growth in offspring. While the specification teaches that ghrelin could be added to 
drinking water or feed, nothing in the specification indicates that ghrelin can be 
introduced via a nucleic acid sequence in a plasmid. No guidance was provided 
whether electroporation of a vector comprising a nucleic acid sequence encoding 
ghrelin could be administered to a female mammal, wherein the offspring of the female 
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mammal would exhibit improved or enhanced growth. Further, no guidance was 
provided as to what comprise analogs of ghrelin, such that an artisan would know that 
when expressed in a pregnant female mammal, would result in offspring that exhibit 
improved or enhanced growth. With regards to the GHRH analogs, while the 
specification provides guidance as to a variety of different kinds of GHRH analogs, 
nothing in the specification provides guidance as to which analogs or what 
characteristics of analogs had activity like HV-GHRH, the analog used in the Examples, 
such that an artisan would predictably obtain piglets similar to the ones described in the 
Examples. As such, while the specification provides guidance for using SEQ ID NOs 1 
and 8, the specification has not provided guidance for the broad scope of analogs of 
HV-GHRH and for the broad scope of any growth hormone releasing hormone 
(including ghrelin) and its analogs. 

The Applicant provides an argument that the Hammer et al. 1986 citation should 
not be used to make a comparison with the instant invention because the Applicant is 
not using transgenic animals (Applicant's response, point c, pages 23-26, 28-29). In 
response, the Examiner does not find the argument persuasive because the point of the 
Hammer et al. citation was that an artisan cannot predict that expression of a 
heterologous protein would necessarily have activity in a host animal. As such, while 
the specification provides guidance for the effects on offspring in rats and pigs, the art 
teaches that an artisan cannot predict that the claimed invention is reasonably 
predictably for the broad scope of claimed mammals. As such, while there is 
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enablement for rats and pigs, there is no guidance that the claimed invention can be 
used in other mammals including primates, cows, and giraffes. 

For these reasons, the claimed invention is not enabled for its fullest claimed 

scope. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 139 is newly rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 139 uses the phrase, "introducing into muscle cells and effect amount of 
vector into muscle cells by intramuscular injection...". This phrase is redundant. In 
addition to this, the claim appears to be missing a eukaryotic promoter, which is needed 
to drive transcription of SEQ ID NO. 1 or SEQ ID NO. 8. A suggested amendment to 
the claim is: A method of improving or enhancing growth in an offspring from a female 
pig or rat comprising: introducing an effective amount of vector into the muscle cells of a 
female pig or rat prior to or during gestation of the offspring, wherein the vector is 
comprised of a nucleic acid sequence encoding SEQ ID NO. 1 or SEQ ID NO. 8, 
wherein the nucleic acid sequence is operably linked to a eukaryotic promoter and to a 
hGH3' untranslated region, wherein the nucleotide sequence is expressed in the female 
pig or rat and wherein the expression of said nucleotide sequence results in improved or 
enhanced growth or rate of growth of the offspring, and wherein the vector is a plasmid. 
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Conclusion 

No claims allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joanne Hama, Ph.D. whose telephone number is 571- 
272-291 1 . The examiner can normally be reached Monday through Thursday and 
alternate Fridays from 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, Ph.D. can be reached on 571-272-0735. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For all other 
customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 
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